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This reporl 1$ reQuired Dy law (7 USC 21451 Fuilure 16 report accurding 1o 1he reguialions can
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UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NQ .
ANIMAL AND PLANT HEALTH INSPECTION SERVICE /
50-R-0006 !

FORM APPROVED
OMB NO 0579-0036

- University of Delaware
“7 "~O0ffice of Laboratory Animal Medicirg
. 220, Holf Hall

19716

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)16-2001 RCVD

. ~._. Newark, DE
Status: Active

3. REPORTING FACILITY (List all locations where ammals were housed or used in aclual research, 1eshing, leaching, or experimeniation, or heid lor these purpuses. Altach addiional

sheets it necessary )

FACILITY LOCATIONS (Sutes)

020 Wolf Hall/McKinley Hall 175 McKinley Lab

126 Worrilow Hall
F?EPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY jAntach adidibonal sheers f necessary or use APHIS FORM 7023A.)
E. Number ol animals upon which teaching, E

A B Nunber of C Numoer ot D. Nunber ol anunaly upon
ammats beng animals upon which experiments experiments, research, surgery or 1ests were
Ammals Covered bred, which 1eaching, ' conducted involving accompanying pan or distress
By The Animal conditioned. or resaarch, ;:?;:;go:e‘s:;:;c:ew 10 the animals and tor which the use ol appropriate TOTAL NO
Wele Reguiavons | hedlousen | woemeisor | Condutied mahng | S0SSTSUE snugesc o uasauiaing gt wous | OF anivaLs
o 1] o .
ei;:)('er::nge.nls . L;s':;uzle;: accompanying pain ar -nle:plelanonyot the leachmg lesearcehA
‘ disiress (o the animals . : .
research, or wvolving no and lor which appropriate expenments, surgery, or 1ests. (An explanation of (co|s' C
surgery bul nol pan, distress. or anesthetic, analgesic. or the procedures producing pain or distress in thase D+ E)
yet used lor such use of pan- lranquihzw.tg drugs wlere ammals and the reasons such drugs ware not used
purposes. relieving drugs used must be attached to this report).
4. Dogs 0
5. Cats Q
8. Guinea Pigs Q

7. Hamsters

8. Rabbils

9. Non-human Pnmates

© 1O o | lo o o |o
o O [0 |10 o o lo lo

O 1O 1O o o |lo o lo
O O O 1O b P b b

10. Sheep
11, Pigs
12. Qther Farm Animals

—
p—

Goats 0

13. Other Animals

White Tailed Deer 0

16

[ ASSURANCE STATEMENTS

1) Prolessionally acceptabie standards governing the care, ireatment, amn use ol anisnals, mcluding approniule use ol anesthenc, anaigesic, and Iranquiizing drugs, priofr 10, during,
and tullowing aclual research, teaching, 1esting, surgery, or experimentalion were lollowed by thrs research tacility

2) Each prncipal mvesihigalor has considered allerndnives 10 pamitul procedures

Thes tacility is adhering 10 the siandards and regulalions under the Act, and it has required thal exceplions 10 the standards and reguiahions be specihed and explaned by the

3
prncipal mvestgator and appioved by the lnstitutional Anunal Care and Use Committee 1TACUC) A summiary ot all such exceptions is attached 10 this annual report. in
addition 10 1dentitying the IACUC-approved exceplions, this suinmary includes a briel explanation ol The exceptiuns, as well as the species and number ol animals allecied
4)  The attending vetermarngn for ity research tacthly has appropniaie authonly 10 ensure the provision ot sdequale velerinary care and 10 oversee the adequacy ol alher aspects ol
anonial cure and use
CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL
(Chiel Executive Officer or Legally Responsibie Institutional Official)
I certily thol the above 15 true, correct and compiete (7 2 S E Sechion 2143)
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This report 1s required by law (7 USC 2143). Failure 1o report according to the requiations can See reverse side for

resuit in an order to cease and desist and to be subject to penaities as provided for in Section 2150. additional information.

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 50-R-0011 719 FORM APPROVED

OMB NO. 0579-0036

et e————————————————
2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA.
include Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT) ANALYTICAL BIOLOGICAL SERVICES INC.

CORNELL BUSINESS PARK 701-4
WILMINGTON, DE 19801
(302) 654-4492

3, REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expenmentation, or heid for these purposes. Attach additional

sheets if necessary.)

FACILITY LOCATIONSsites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional shests if necessary or use APHIS FORM 70234 )

A. B. Number of C. Number of 0. Number of animais upon E. Number of animals upon which teaching, F.
animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animal conditioned, or research, surgery, or tests were to the animats and for which the use of appropriate OF ANIMALS
Weifare Regulations held for use in experiments, or conducted involving anesthetic,analgesic, or tranquilizing arugs would
teaching, testing, tests were accompanying pain or have adversely affected the procedures, resuits, or (Cois. C +
experiments, conducted distress to the animals interpretation of the teaching, research, D +E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)
4. Dogs
5. Cats
6. Guinea Pigs /_b C) L:) o
7. Hamsters
8. Rabbits

9. Non-Human Primates

10. Sheep

11. Pigs

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1) Professionally acceptabile standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during,
and foliowing actual research, teaching, testing, surgery, or experimentation were followed by this research facility.

2
3

-

Each principai investigator has considered altematives to painful procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee {IACUC). A summary of all the pti is attached to this I report. In
addition to identifying the IACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weli as the species and number of animals affected.

-

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other
aspects of animal care and use.

4

-

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and complete (7 U.S.C. Section 2143)
“=FICIAL (Type or Print}
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2. HEADQUARTERS RESEARCH FACILITY  (Name.and Address, ss tegistered wilh USOA.
inchude Zp Ethc Diagnostics, Inc.

ANNUAL REPORT OF RESEARCH FACILITY iy "
(TYPE OR PRINT) . Kewark. DE 19713

Status:. ‘Active

.3. REPORTING . FACILITY [List oll focaiions whiere Srumals wern housad of used in 3cludl reunasch, g,

hing, o1 sapeTimaniation, ofihald {ovi Ihasae ‘puiposes. Allsch additioast
shesis il nacessary.} o : L N -7

FACILITY LOCATIONS (Siles)

Y N L
52 Anderson Road, Windham, Maine

26578 01d Julian Hwy,.RAmona, CA

[RE’OM' OF ANIMALS USED 8Y OR-UNDER.CONTROL OF RESEAACH FACILITY (ANsch sutasitional shoels it uo:nssaw ‘o' usa’ APHISIFORMI7023A)°

A 8 Numbarol! " FC Numbarol!' |0 Nuinbe TE Nunberiollsnimaisiuponwhichiteachieg.> | p,
animaig baing - gnimaluiupon ::::::.::‘:ﬂln‘:‘:. o axparimenis.iy ﬁsuw‘mluls ware :
Animals.Covered tired. . wiich.isaching, | \qgcning. sesearchy ' :mndwndnvﬁzmmm painor disirass :
By The Animal - candilionad, of resemseh, ° surgarys o tesisywass |- 10ithel oy va]lesamllqula 1 Torause.
Wailars Regulsilons Nheid lof. usa anper or duciod luvalve ) '&nls;halnm‘lnnqmmmn “drugs would OF ANIMALS -
. teoching, leciing, asis ware i accampanying pain.or . haveisdverssty(alieciediihe;procodures,, tesults, ar -
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11, Pigs . . .
12. Qther Farm Animals
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This report is required by taw (7 USC 2143). Failure to report according to the regulations can
result In an order to cease and desist and to be subject to penalties as provided for in Section 2150.

See reverse side for
additional information.

Interagency Report Control No
0180-DOA-AN

UNITED STATES DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

ANNUAL REPORT OF RESEARCH FACILITY

(TYPE OR PRINT)

1. REGISTRATION NO.
50-R-0009

CUSTOMER NO.
47

FORM APPROVED
OMB NO. 0579-0036

NEMOURS FOUNDATION, THE
1600 ROCKLAND RD
WILMINGTON, DE 19899

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as reqistered with USDA.
include Zip Code}

sheets if necessary.)

3. REPORTING FACILITY (List all locations where animals were housed or used in actuai research,

testing, teaching, or expenmentation, or held for these purposes. Attach additional

FACILITY LOCATIONS(sites)

LIFE SCIENCES CENTER
WILMINGTON, DE 19803

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )

A. 8. Number of C. Number of D. Number of animais upon E. Number of animals upon which teaching. F.

animals being animals upon which experiments, experiments, research, surgery or tests were
Animals Covered bred, which teaching, teaching, research, conducted involving accompanying pain or distress TOTAL NO.
By The Animai conditioned, of research, surgery, or tests were to the animals and for which the use of appropriate QOF ANIMALS
Welfare Reguiations heid for use in experiments, or conducted involving anesthetic,anaigesic, or tranquilizing drugs would

teaching, testing, tests were accompanying pain or have adversely affected the procedures, results, or {Cois. C +
experiments, conducted distress to the animais interpretation of the teaching, research. D+E)
research, or involving no and for which appropriate experiments, surgery, or tests. (An explanation of
surgery but not pain, distress. or anesthetic, anaigesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were not used
purposes. relieving drugs. used. must be attached to this report)

4. Dogs

5. Cats

6. Guinea Pigs

7. Hamsters

8. Rabbits 1 10 10

9. Non-Human Primates

10. Sheep

11. Pigs 15 15

12. Other Farm Animals

13. Other Animals

ASSURANCE STATEMENTS

1

=

and following actual research, teaching, testing, surgery, or experimentation were foillowed by this research facility.

2
3

- =

4

aspects of animal care and use.

Each principal investigator has considered altematives to painfui procedures.

This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the
principal investigator and approved by the Institutional Animal Care and Use Committee (IACUC). A
addition to identifying the JACUC-approved exceptions. this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected.

y of all the pti is attached to this

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other

| report. In

Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquifizing drugs, prior to. during,

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible Institutional official)
| certify that the above is true, correct, and compiete (7 U.S.C. Section 2143)

DATE SIGNED

10/09/2001

APHIS FORM 7023
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(Repiaces VS FORM 18-23 (Oct 88), which is obsolete
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This report is required by law (7 USC 2143). Faiure lo report according fo the regulations can
*  resull in an orcer 1o caase and desist and to be subject 10 penalties as provided for in Section 2150,

See reverse side f:i::(\'
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UNITED STATGS DEPARTMENT OF AGRICULTURE
ANIMAL AND PLANT HEALTH INSPECTION SERVICE

1. REGISTRATION NO.
50-R-0001

CUSTCMER NO.
4

FORM APPROVED

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT) -

'OMB NQ, 0579-0036

2, HEADQUARTERS RESEARCH FACILITY {Name and Aadress, as registered with USDA,
inctude Zip Coaa)

E. |. DUPQONT DENEMOURS & COMPANY, INC.
ELKTON ROAD

P.0.BOX 50

NEWARK, DE 19714

{302) 3666318

3. REPORTING FACILITY (List adl jocations where animals were noused ar useg i actal
askell Laboratory, Building

sheets f necessary.)

r&iearci. lesung, 1£2CNing, or expenmentation, or heid for these purpeses, Attac acditianal

FACILITY LOCATIONS (sites)

See Attached Listing

Haskell Laboratory Building 1

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additicnal sheats ¥ nacessary or use APHIS FORM 7023A )

A 3. Number of G. Number of 0. Mumber of animais upen E. Number of animais upon which teacning, F.

animais being animais upon which experiments, experments, research, surgery or tests were
Animals Covered bred, which hing, hirg, research, conducted invoiving parrying pain or i TOTAL NQ.
By The Animal congilicned, or researech, surgery, or tests were 1o the animais and for which the use of aporopriate OF ANIMALS
Weifare Reguiations heid !pr use in axpenments, or conducted invoiving anesthelic.anaigesic, or wanquillzing drugs would
- teaching, testing, tests wera AcCOMUAnying pain or have adversety affected the procedures, results, or [Cols. C »

expariments, canductsd distress to the animals interpretaton of the leaching, research, 0+ E)
resaarch, of involving neo and for which approgriate sxperiments, surgery, or tests. (A exglanation of
surgery but not pain, dk 3, of el igesic, or the procedires producing pain or distress in these
yel used for such usa of pain- . ranquilizng drugs werse animals end tha reasons such drugs were nof used
purpases, reiieving drugs. used. = must be attached (o this ragort)

4, Dogs 0

5. Cats 0

6. Guinea Pigs 1 0 3

7. Hamsters 178 0 178

8. Rabbits 575 0 32 607

9. Nen-Human Primates

10. Sheep

11. Pigs

12. Other Farm Anirnals 0

_ 0
13. Other Animals

ASSURANCE STATEMENTS

1} Professicnaily accepiadle standards governing the care, treamment, and usa of animals, including appropriate uss of anesthetic, analgesic, and tranquilizing drugs, prier to, during,

and folfowing actual research, leaching, testing, surgery, or expanmentation wera followed by this research facility,

2} Each principal investigator has considerad attematives to painfut procedures,

3) This facifity is achering to the standards and requiations under tha Act, and it has required that p
orincipal investigator and approved Dy the Institutionas Animal Cara and Use Commities (IACUC). A s

dards and regulsdens be spectfied 2nd expigined by the

to the

pti is hed to this i raport. In

y of all the

addition 1o identifying the IACLIC-approved exceptions, this summary includes a brief explanation of the exceptions, as wad as the speces and number of animals affected.

4) The attending veterinarian for this research facility has appropriate autharity to ensure the provision of adequale veterinary care and 0 overses (he adequacy of other
aspects of animal care and use.

(AUG 91)

s
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CERTIFICATION BY HEADQUARTERS RESEARGH FACILITY OFFICIAL
(Chief Executive Officer or Legally Responsible nstitutional official)

“iove is true, correct, and complete (7 U.S.C. Section 2143)

NAME & TITLE OF G.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Print)

DATE SIGNED
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@] [] N )) | OuPbnt Haskell Laboratory

for Health and Environmental Scisnces
P DCVD Elkton Read, PQ Box 50
| -25-2uu P
1 RV _ Newark, OF 19714-0050

November 13, 2001

- Elizabeth Goldentyer, DVM
USDA, APHIS, REAC
Eastern Regional Office
920 Main Campus Drive
Raleigh, NC 27606

Dear Dr. Goldentyer:

To address the issue of the category E animals in the USDA annual report of the DuPont
Haskell Laboratory for Health and Environmental Sciences (50-R-0001), [ am providing
a list of five types of skin irritation studies and four types of eye irritation studies which
were conducted in rabbits to meet the criteria of various regulatory agencies. All study
protocols and SOP’s were reviewed and approved by the Haskell Laboratory’s
Institutional Animal Care and Use Committee (IACUC).

Skin Irritation Studies

Thirteen (13) rabbits that were used in one of the following tests experienced signs that
were considered to fall into category E. These studies comply with or are based on
(screening studies) test guidelines OPPTS 870.2500 (1998) and OECD 404 {1992).

1. Skin Irritation Study in Rabbits — The purpose of this study is to supply safety
assessment information and to enable companies to file for pre-manufacturing
notifications (PMNs).

2. Skin Irritation Study Under Potential Use Conditions — The purpose of this study is to
supply safety assessment information and to enable companies to file for pre-
manufacturing notifications (PMNs).

3. Acute Dermal Irritation/Corrosion Study — This study is conducted for the registration
of agricultural products with the Organization for Economic Cooperation and
Development (OECD) and European Economic Community (EEC). The Acute
Dermal Irritation/Corrosion Test is also conducted to aid in determining a Workplace
Hazardous Material Identification System (WHMIS) rating for Canada and a
Hazardous Material Identification System (HMIS) rating for the United States.

4. Skin Absorption Approximate Lethal Dose Study - This study is performed for safety
" assessment and to determine a packaging class for the transportation of chemicals.

1 du Font de Nemours and Comngamy



Eve Irritation Studies

Fifteen (15) rabbits that were used in one of the following tests experienced signs that
were considered to fall into category E. These studies comply with or are based on
(screening studies) test guidelines OPPTS 870.2400 (1998) and CECD 405 (1987).

1. Eye Irritation Study — The purpose of this study is to supply safety assessment
' information and to enable companies to file for pre-manufacturing notifications
(PMNs). '

2. Primary Eye Irritation Study - This study is conducted for the régistration of
agricultural products with EPA FIFRA.

3. Acute Eye Irritation/Corrosion Study — This study is conducted for the registration of
agricultural products with the Organization for Economic Cooperation and
Development (OECD) and European Economic Comtmunity (EEC).

4. Eye Immitation Screen — The purpose of this study is to supply safety assessment
information for Discovery compounds.

An additional four (4) rabbits used in JACUC approved developmental toxicity studies
were found dead or were euthanatized because of oral gavage trauma. The amount and
degree of pain and distress, if any, could not be determined. These studies comply with
or are based on (rangefinding studies) test guidelines OPPTS 870.3700, OECD 414
(2001) or OECD 421 (1993). |

Testing for registration of crop protection chemicals is required under CFR 40 Part 158.
Other testing is done for product stewardship purposes, for the reasons cited above.

The IACUC approved the conduct of these studies without the use of anesthetics,
analgesics or tranquilizing drugs because the use of such drugs could adversely influence
the experimental compound’s effect on the animal or alter the animal’s reaction to the
experimental compound, resulting in invalid interpretation of the clinical signs by the

- scientists. Test guidelines (OPPTS) for these study types do not allow for the use of
‘anesthetics, analgesics, or tranquilizing drugs, other than allowing use of local anesthetics
in eye imritation studies where extreme pain is expected. Most tested substances are novel
materials for which there is little or no information available upon which to predict the
response. Test substances are not tested if it is expected they will produce corrosion or
severe irritation (e.g., based on pH). They are tested in step-wise fashion (one rabbit
first, then two more if the first does not display severe response) if the test substance may
be expected to produce a severe response, based on data from similar materials.



DuPont actively supports research programs to develop scientifically acceptable
refinements and alternatives to animal testing. We do use a commercially available in
vitro system (Corrositex®) as a screen. We have also developed and validated the mouse
local lymph node assay, which is used as a replacement for guinea pig dermal
sensitization screening, where permitted by regulatory agencies. This assay is a
refinement of the sensitization testing which involves much shorter exposures than the
guinea pig assays. In those cases where the in vitro system provides sufficient
information, no additional studies with animals are performed. At present, there are no
validated alternatives that would completely replace animal tests which are required by
national and international laws and regulations.

Also, please note that there were no exemptions or exceptions to any USDA regulations
and standards to report for this year.

Sincerelv. -
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UNITED 5174155 DEPARTMENT OF AGRICULTURE 1. REGISTRATICN NG, CUSTOMER NQ.
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3. REPORTING FAGILTY (l.x:t E) !qcam whers animals wers housad or usad in acual reagancn,

shests if necassary.)

Lesting, leaching, ar axgenmaentaiarn, ar held /or thesa guoates. ALAcH addigenal

FACILITY LOCATIONS (sites)

Ses-Attached Listing

Millskhoro, DE

DeSoto, XS & Shawnee, XS

Dallas Center, IA

Worthington, MN g guskmore, M

REPORT QF ANIMALS USED 8Y OR UNDER CONTROL QF RESEARCH FACILITY (473cn adoifanal shests n’necas.sary or uss APHIS FORM 70224 )

A . -_. B- Number of C. Mumper of 0. Number of animals upan . Numuer of animais upon whic teaching, 3.
i acimals Geng animais upen which axperimants, TXTeIMeNts, MIBITR, SUrgery oF 14808 were '
Animats Cafued ared, witich teaching, tsaching, rasearch, cenduciad invalving accompanying pain ar Gistress TOTAL M.
By The Amm;l wndiianed. or regaarch, surgery, or tasls wers to the animais and for whicn tta usa of agoropriate QF ANIMALS
Welfars Reguiations hefd {or usein- axgerments, or canduciad invelving anesedc.analgetic, or ranquiiizing drugs wauld
traching, tasdng, lests wars aczampanying gain or itave adversaly affected the proceduces, results, or {Cals. C +
sxperiments, conductad distreds [0 the animais intersretadon of e leaching, research, Q-5
research, or irmvelving ra and forwhich zgprcorate exgerimeants, surgery, or lesis. (An azalsmaton of
swgary bul not gain, disress, or anasthedc, analgasic, or 3 Amcsdives craducing pain or disgess in these
et usad for such use of gain- ranquillzng n:rug: werg animals and the reasons such drugs wera ot used
pumoses. ralidving &ugs. usad, . must 2e aitached (a Jus regoe)
4, Dogs 32 514 70 37 A21
5, Cats 809 396 22 1227
6. Guinaa Pigs 1180 1811 2991
. | i
=, Zic:Hamsiacs 7038 70 7768 : 14896
8. Rabuits 616 1552 21488
9. Non-Human Primates
1¢, Sheag
11. Pigs 2189 2189
12 Cther Farrn Animals
CATTLE 499 [ 504
13. Other Animals
HORSES g5
GOATS 2 2
ASSURANCE STATEMENTS

1}

Professionally acagtagle standants goveming the cara, Ireatment, and usa of animals, incuding aggropaate usa of anesinetc, analgesic, and iranquilizing drugs, zriar {9, Quess,

and faliowing actual research, tnac:ng. testing, surgary, or exparimentation wars “cllowed 3y this resaarch faciity,

2

Zaen gnncgal Y

ftas d al Gves 1o 0

ainful gracadures.

This faclity is adhering !0 the standards and reguiatans under tha Act, and i§ has reguired that exr_wdnns 'a ine Randarcs and regulationt Se speciled and auglaneqg by the

3
grincipal invesigator and appraved by the Institutional Animat Care and Usa Camrmisas (IACUC). A summary of alt the axceptions is attached ta this anaual repart.!n
addition o identfying 'Ne IACUC-appraved axceptions, tis summary inciudes a arisf axglanaticn of e ptigns, as weil as e spacies ind numaer of aninvals 3ffaciad.
4) The amencing veterinarian for this research faclity has approgriats autharity !o 2nsure the pravision of aceaquate veterinary cirs and (o cversee the adequacy of ader
aspeci of animal care and use,
______ ICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
Executive Officer or Lagally Responsible Institutional official)
rtify thal the 3oove is ruz, coract, and complete (7 U.5.C. Secion 2143)
SiGR? Y NAME L TITLE OF C.2.0. OR INSTITUTIONAL FFICIAL (Type or Prng JATE SIGHED
1-a0-C
e : -
APHIS I-23 (Ocr 88), which ia cbsalets - " PART 1 - HEAGCUARTERS
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Column E Explanation

This form is mtended as an axd t0 completing the Calumn E explanation. Itis not an official form and its useis
- voluntary. Names, addresses, protacals, veterinary care pragrams, and the fike, are not required as gart of an
explanation. A Calumn E explanation must be written so as to be understaed by lay persans as well as scientists,

| 1. ‘Registratiori Number: 507R=003

2. Number 7768 . _ of animals used in this study.

3. Species (commen name) Hamsters
1Ty

o

of anirmals used in the study.

. v - -

4. Explain the procedure producing pain and/or distresé.

All Hamsters were used for testing as specified in 9CFRI113.103
zand 113.102. As stated death is the end point.

- §. Provide scientific justification why pain and/ar distress could net be refieved. State methods or means used to
" determine that pain and/or distress refief would interfere with test results. (For Federally mandated testing, see
ltem § below)

6. What, if any, federal regulations require thi‘s pracedure? Cite the egen-cy, the code of Federal Regulations
(CFR) titte number and the specific section number (e.g., APHIS, 8§ CFR 113.102): -

Agency__ APHIS CFR___ 113.103 and 113.102




Column E Expianatian
Fhis form is intended as an aid to completing the Coiumn E explanation. Itis not an official form and its use ; is

voluntary. Names, addresses, pratacals, veterinary care programs, and the like, ara not required as part of an
explanation. A Column € explanaticn must be written sa as te be undersiaad by lay persons as well as scientists.

1. Registratiori Number:30-R-003

o
]

2. Number 30 : of animals usad in this study.

Dogs of animals used in the study.

3. Species (comman name)

JRCPCR . -
—— -

4. Explain the procedure producing pain andfor distress.

All 30 dogs were used for testing as specified in 9CFR 113.209
And as stated clinical signs and death are required to determine
efficacy when -inoculated with rabies.

.
- .
- EE .

5.. Provide scientific justificaticn why pain and/or distress cauld nct be relieved. State methods or means used to
determine that pain and/or distress relief weuld interfere with test results. (For Federally mandated testing, see
ltem 6 below)

8. What, if any, federal reguiations require thls pracedure? Cite the agency. the code of Federal Regulatzons
(CFR} title number and the specific section number (e. g APHIS, 9 CFR 113.102):

Agency APHIS _ CER 113.209




Column E Explanation
This farm is mtended as an aid ta compieting the Column £ expiznation, it is nat an official form and its use is

voluntary. Names, addresses, protoco!s veterinary care programs, and the like, are not required as oart of an
expianation. A Column E expianation must be written so as ta be understaod Ry lay persons as well as scientists.

1. Registration Number; 50~-R-003

2. Number 7 ‘ of animals usad in this study,

Dogs of animals used in the siudy.

3. Species (common name)

L, . R
* -

4. Explain the procedurs producing pain and/cr distress.

9CFR mandates that vaccine efficacy is to be established by
demonstrating the prevention or statistical reduction of clinical
signs exhibited by vaccinated animals as compared to non-vaccinated
control animals following challenge with a virulent isolate.

Clinical signs are used as bases for evaluating efficacy. Amelioratiom
of pain due to challenge would prevent assessment of vaccine efficacy.

§ |
| 1 -

8. Provide scientific justiﬁcétion why pain and/or distress could not be‘felieved. State methads or means u;ed to
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
ltem & below)

Ry

8. What, if any, federal regulations require this pracedure? Cite the agen_cy, the code of Federal Regulatians
(CFR) titte number and the specific section number (e.g., APHIS, 9 CFR 113.102): -

Agency APHIS CFR  113.305




#

Column E Explanation

This form is intended as an aid to completing the Column E explanation. it is not an official form and its use is
voluntary. Names, addresses, protocols, veterinary care pragrams, and the like, are not required as part of an
explanation, A Column E explanation must be written so as to be understood by lay persons as well as scientists.

1. Registration Number: 50-R=003
2. Number__22 of animals used in this study.
3. Species {commen name) Cats of animals used in the study.

T M,
. - - o= -

4. Explain the procedure producing pain and/or distress.

All (22) cats were used to evaluate safety and efficacy of potential
rpotential product candidates. Observations of clinical signs were
required to evaluate product efficacy and use of drugs or other means
to alleviate clinical signs would interfere with determination of
efficacy, wmaking product selection impossible. All animals were
observed regularly and would have been treated or euthanized if the
pain and distress was determined to adversely affect the overall

welfare of the animals.
{ i
! | -

5. Provide scientific justification why pain and/or distress couid not be relieved. State methods or means used {o
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see
ttem 6 below)

6. What, if any, federal regulations require this procedure? Cite the agen-cy, the code of Federzl Regulations
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102):




This repurt is required by law (7 USC 2143}, Farlore ta /ot & ~~r%rg @ “egulzlions can
resultin an order to cease and desis| and 1o be subject Lo penalties as provided for 1n Section 2150 additional information

Sna reversa SICTI00

0180-DOA-AN

interagency Repan Control Ng

UNITED STATES DEPARTMENT OF AGRICULTURE 1. REGISTRATION NO. CUSTOMER NO.
ANIMAL ANE PLANT HEALTH INSPECTION SERVICE 50-R-0004 a7

FORM APPROVED
OMB NO 0575-0036

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

inciude Zip Code)
TENECA INT.
P.C. BOX 15437
{1800 CONCORD PIKE)

2. HEADQUARTERS RESEARCH FACILITY (Name and Adaress, as registercd with USDA

AstraZeneca Pharmg

WILMINGTON, DE 10850~ 5437

{302) 886-8053

3. REPORTING FACILITY (List all localicns where animals were housed or used in actual research, tesing, teaching, or expenmentation, or held for these purposes. Atach additional

sheets if necessary.)

FACILITY LOCATIONSsites)

See Attached Listing

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A )
A, B. Number of C. Number of D. Number of animals upon | E, Number of animals upon which teaching, F.
animais being animals upcn which experiments, expeniments, research, surgery or tesis were
Animails Covered hred, which teaching, teaching, research, cenducted involving accompanying pain or disiress TQTAL NO.
By The Animal conditicned, or research, surgery, or tests were to the animals and for which the use of appropriate OF ANIMALS
Welfare Regulations held for usa in experiments, or conducted involving anesthetic.analgesic, or tranquilizing drugs would
teaching, testing, lests were accompanying pain or have adversely affected the procedures, resulls, or (Cols.C +
experiments, conducted distress to the animais interpretation of the teaching, research, D+E)
research, or involving no and for which appropriate expenmeants, surgery, or tests. (An expianation of
surgery but not pain, distress, or anesthetic, analgesic, or the procedures producing pain or distress in these
yet used for such use of pain- tranquilizing drugs were animals and the reasons such drugs were nol used
purposes. relieving drugs. used must be attached to this report)
4. Dogs 2K 2 5
5. Cats
6. Guinea Pigs 3,240 4,120 689 8,049
7. Hamsters -
8. Rabbits 190 190
9. Non-Human Primates 42 42
10. Sheep
11. Pigs
12. Other Farm Animats
13, Other Animals
Gerbil 71 2330 795 3,198
Ferret 152 152
ASSURANCE STATEMENTS

1) Professionatly acceptable standands gaveming the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior 1o, during,

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility.
2) Each principal investigator has considered altematives 10 painful procedures.

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions lo the standards and requlations be specified and explained by the
principal investigator and approved by the Institutionat Animal Care and Use Committee (ACUC). A summary of all the exceptions is attached to this annual report. in
addition to identifying the IACUC-approved exceptions, this y includes a brief explanation of the exceptions, as well as the species and number of animals affected.

4} The attending veterinarian for this research facility has appropriate authority 1o ensure the provision of adequate veterinary care and to oversee the adequacy of other
aspodts of animal care and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL
(Chief Executive Officer or Legally Respansible (nstitutional official)

—~ I rortifs that tha ahnua ic lna caract and racalata (T1TC O Qaatios 94421
' - {Type or Print) DATE SIGNED
319/ 02
A e e e e e PART 1 - HEADQUARTERS

(AUG 91)
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Column E Explanation Form

This form ts intended as an uid to compleung the Column E explanaton. Itis not an official form and its use is
voluntary. Names, addresses, protocols, veteninary care programs, and the like, are not required as part of an
explanadon, A Column E explanaton must be wrtten so as to be understood by lay persons as well as
scienfists.

1. Registration Number: 50-R-0004

12

Number of animals used in this study: 440

3. Species (common name) of animals used in this study: Gerbil

4. Explain the procedure producing pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. or Federally mandated testing, see question 6 below.):

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations {CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report - 11/01 Page |l of 7



Column E Explanation Form

This form is intended as an ud 1o compleung the Column E explanation. It is not an official form and 1s use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be written so as to he understood by lay persons as well as
sclentists.

. Registration Number: 50-R-0004

2. Number of animals used in this study: 335

3. Species (common name) of animals used in this study: Gerbil

4. Explain the procedure producing pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. (For Federally mandated testing, see question 6 below.):

(b)(4)

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report — 11/01 Page?2 of 7



Column E Explanation Form

This form is intended as an aid o completng the Column E explanation. Itis not an official form and its use is
volunrary. Names, addresses, protocols, veteninary care programs, and the like, are not required as parr of an
explanation. A Column E explanation musr be written so as to be understood by lay persons as well as
sclentists.

. Registration Number: 50-R-0004

[ B

Number of animals used in this study: 20

3. Species (common name) of animals used in this study: Gerbil

4, Explain the procedure producing pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. (For Federally mandated testing, see quesdon 6 below.):

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

|

USDA Annual Report - 11/01 Page 3 of



Column E Explanation Form

This form is intended as an ad to complenng the Column E explananon. It is got an official form and its use is
voluntary. Names, addresses, protocols, vererinary care programs, and the like, are not required as part of an
explanaton. A Column E explanacon must be written so as ro be understood by lav persons as well as
sclentists.

. Registration Number: 50-R-0004

[ ]

Number of animals used in this study: 100

3. Species {(common name) of animals used in this study: Guinea Pig

Explain the procedure produciﬂg pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. (For Federally mandated testing, see question 6 below.):

(b)(4)

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report — 11/01 Page 4 of 7



Column E Explanation Form

This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanaton must be written so as to be understood by lav persons as well as
sciensts.

. Registration Number: 50-R-0004

38

Number of animals used in this study: 165

3. Species (common name) of animals used in this study: Guinea Pig

4, Explain the procedure producing pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. (For Federally mandated testng, see question 6 below.):

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report - 11/01 Page 5 of 7



Column E Explanation Form

This form is inteaded as an aid to completing the Column E explanation. It 1s per an official form and 1ts use 1s
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not requred as part of an
explanation. A Column E explanation must be wntten so as to be understood by lay persons as well as
sClentsts.

. Registration Number: 50-R-0004

{2

Number of animals used in this study: 168

Species (common name) of animals used in this study: Guinea Pig

(9%

4. Explain the procedure i ain and/or distress:

n

Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
interfere with test results. (For Federally mandated testing, see question 6 below.):

(b)(4)

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report — 11/0] Page 6 of 7



Column E Explanation Form

This form is intended as an ad to completng the Column E explanaton. Itis not an official form and its use is
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an
explanation. A Column E explanation must be wnttea so as to be understood by lay persons as well as
scientists.

1. Registration Number: 50-R-0004

2

Number of animals used in this study: 256

3. Species (common name) of animals used in this study: Guinea Pig

4. Explain the procedure producing pain and/or distress:

5. Provide scientific justification why pain and/or distress could not be relieved.
State methods or means used to determine that pain and/or distress relief would
intetfere with test results. (For Federally mandarted tesung, see question 6 below.):

6. What, if any, federal regulations require this procedure? Cite the agency, the
Code of Federal Regulations (CFR) title number and the specific section number
(e.g., APHIS, 9 CFR 113.102): N/A

USDA Annual Report — 11/01 Page 7 of 7






